oG

Japan Clinical Oncology Group

JCOG ayvt7rh<=a7JL verl.3

JCOG 7ara—LEBEEZERESNE EEZT5aTMEIRI =27 ILIZH>THERT S,
I=a7ILDRERIZDOLTIE,

1. FYIL—MBN (FDFEEFEATIED) :BFMSPIIvY

2. fREER D (BRAAEETHY.. TAPI— LRI IZEIBRESNDED) : FFMSP Tvy
3. REH (XELROMNTHY . BHL THEASNITEEDOHDLD) - FFMSPIIvH
ICXBIEh S,

FE AT AT VORBIFIFEUNELTLEROBRICH TS, IYRTNRBE R TREVLERISDLT
TR LLDRY TIZAL,

JCOG T—At 24— EEEERIER

JCOG BEZR/ =& (verl.0) 20114 10A 7H
JCOG T—At 3 —RWET &R (verl2) :2014% 1R 21H
JCOG T—Aat A —RaT &R (verl.3) :2014% 57 8H




avtFh<w=a27J)L NOTES

¥ AYZaTIILOEERIE. 770 —)L(Tara—)Lw=aTIL) DEERES DO EERIZES TS,
ZFD1=, KI=—aT7 )L t>=-BREdIE, 27— IILOEEICFEAEZTDFEERNSZENAHE
THD. UTITAVTMERROBEEIE, BEKEDFIEZ R HY, FEHIZ DL TIF JCOG R—LR—
2 (http://www jcog.jp/doctor/todo/ho/news html) ESBEN =L\, AR BHEBDEHIZIICOG TOMa—
WRZATIIVERFELTWAIEINEFEN TSRO, VT MERATIC. KOV 2T =a7 LT T
12 FTICOG FAba—ILR =TIl B FEHL TUL =&Y,

X ATZaTILOBEFHILICOG T —2tU 24—/ EEEHRBTITI. MMAMEEIZBELTILJCOGT—4t%
—RDEBEBTITV., KIBLRBZERICELTIL JCOGEEZERNDEERDEB/DILLET S,

EREBENE
AV TROR—HIFRAN 10 R—V PR ET B (H/IA—R—TEREDHRER
A BFORRENER TELEZHOOPEBLERTLALVTELRT S
LT ORa—LERDOFIEDT=OIZ. $Z 2 EQFERBRICEAL T, 2T OREHEZOFEFEI/LTO
Fa—JLICEEE TED LSBT HIENEELLY,
[EE&aRAl)
LRI 2 FTOEBRBLIUVEZAMUITRBELTEERALET S, LA 3 UTOEEBREIVE
AAMIVIEE R AT,
BRIZFE, AXIZFIR—DH(R—UBB)EANDIL,
TAUMEMS POy EBRELL  AXDXFHAXIE 10 RAEEEET D,
BAAMLIZECES (B [P-211)) (Z7)Tara—)L(FOra—IL=aT7 L) DXAET BEETRT,
EHICEY ML ONTIXTOra—ILR=aT7IILESEIZTHIE,
BEEE T IN\STZTSA T4V TRET 5,
a7 N EATHEE (HER)
AV ETIOBRHEHRERET HI5E(E. JCOG BEEEHKR ARIIEMAAETEREITI. UTOLTH
DD FETOEREARNARE, BRMERICH->TIE MRBLE T L —TELTHEEERT S LIS
DNTAELNBONTVIRELH D,
1. REBXTOR: T—2E 4—J I —THYENSMN
> AVETNEMFIZT IL—TD PRC REFLIEIEZEEEF IV IL—TRRREDLEL—%%
T5Z&
¥ PRC ZE.EFEZEN’AREFRETELTLHE. thD PRC ZEFXEFEEAICLEA
—ZIKFETHE
¥ LE2A—[IHAREH R -ARKKREBLERNDERDEZEEITD
> RFIBFTJCOG T—2EUA—REE
> ERHICLE2—ZBALE-. BV IL—T M PRC ZEF-IIEFEREF -V IL—TREZE (1
£ZLL) DRENDLE
> REFBO 3 ARTETIC, VT EA—ILICTIRAEFITEM DL,
> [RAI1 [E
2. EETOHEMK: T2 24— N —THLEILSEALE2A—
> AV TNEMRIICY IL—T 0 PRC REFIXEFEEEF I IL—TREEZEEDLEL—%5%2
52,
¥ PRCZE. EFBETENMREBEREZIELTHHEE. D PRCEEF-IFEFEEAICLEA




—%{KiETHL
¥ LE1—[IHAREHR-ARKKRBLILANDEEDEZEITS
> AT TMEREDERREFTROEL>TKRETHIL,
> [REI 1[5
aVtETMEEKE
LITD 5 BxkER%. [ JOrM—LBEEREXBH/ NN —LE— %5 HRZ. FIL—TD PRC EEF-FEZE
BEEZELT. O — L BEREREBR~NOV TN ERET 5, a0 TE Word 77/ ILEIE
PDF 74 )LELTA—ILTIEH L., H/3—LA—I& FAX £=IEA— L TEIET 5,

1) ARavET a7V -RETHD

2) MRBLGETTIN—TELTHRBREEET HLICDOVTERENBELNTLD

3) LHRIIN—TOEREFEERZEEEFIEVIL—TREZEICLDILZIAV LT IOEBRILE

—BHTHD
¥ PRCEE.EFEBAENIMARBHRZTIELTLEE. thd PRC EEF-EIEFEEEICLEL—
EIRETHI L,
X LELA—([IHREZR-ARKKRBLERIOEZDEZEENTIE,
4) TIL—TRREODEDER/TLSD
¥ JCOG R—LR—SHRBFERAR—S LY TOra— L BERBEXRH/ NN —LE—1FFHo0—F
LTRAWS, IREICHT-> T FIL—TREREDHIUHRE,

5) HRBHEROEHZBLTIVS(UCOGRS—No 10/ AR AEKE/AREBHERILY. LLTSER)
EEMEDOEEETHS (JCOG SMIERDFIETHELTEHELLY),
TIL—TRREBOERBERTLS,

TOra—)LBEZESRIFO. O TOLI—ILOMAEEFRTIEEL,
LREETHELELET. DD O~@DWI IO ERE-FRELHD,
O MR-ZLMHEZERZE. FEZTOREAH D,
@ TOba—ILBEZEREE. FEZORBENH S,
Q) MEBHEROBREBENHD,
@ LTOIARTERERT (O~BULThOBBRLLEVEE),
> JOka—)LartTMREEIZ2ELE, JCOGEEZRERIZ1 U EHBEL-B8BMNH S,
> TRTH JCOGRYY—, avtTrI=a7I)L, Faba—ILR=aT7 ILERFERL TS,




HIN=AR=L AT Il

Hapan Clinical Oncology Group

Japan Clinical Oncology Group (A AESEREEBHES IL—)
o000 N—7

B ATBUEAEILNAMER L E—DARTRHFKE 26-A-4
TR ABER A3 S DIRERRIEL D= DEBEHITE 1 BT

PCXXXX

(ER7% PC HF ST TMRHEIC PRC EHBACE)

XXXX 2349 % XXXX ARICEE 9 5504 L E LB ERE R EHE &

TWN—TREBE XXX TN—TREELIREEFROHIEHTH)
XX REXRZEREFHZE XXXXX

MERRE A XXXX
XX REERFWEEZFHFITE XXXXX F
TXXX-XXX XX B XX 7 XXXX 3-1-1
TEL : OXX-XXX-XXXX (PR XXXX)
FAX: OXX—XXX=XXXX
E—mail : xxxxx@xxxx.ac jp

HRBHERS XXX
XX REKRZREFIHT XXXXX
TXXX-XXX XX B XX 1 XXXX 3-1-1
TEL: OXX-XXX-XXXX (PR XXXX)
FAX : OXX=XXX-XXXX
E—mail : xxxxx@xxxx.ac jp

20XX &£ XX B XX B 3Vt MESEHRAH
20XX £E XX B XX B a3t TMMEETE (PCXXXX)
20XX £E XX B XX B {BIERIZH

20XX £ XX B XX H JCOGEEZELER




PCXXXX verX.X

>x—< [P-0.1]

- U LMELEEER. EHOL AL DEAEDHE  BRODEFT )T DRAEHOEDSE. V1 —EERT
60

1.889 [P-1.]

- 2~3 T BRICHZRICHRB MZE Ll . MREM (stage) LFHEI T 46 EEZBAMEICRINT 5,
- primary endpoint (JRBIJTM &) | secondary endpoint(s)Z 5k,

2. B REHBRFTEIDRAL

21. W&

211, &2 [P-21.1]
- EEMRNGOCLEFHREL T REE (UZAATBEDEERSLE) DSA, EFHWEIEERDOEE.
ENGEDD trend 7 E)  BAEBEDOEFGE . BABRIZHSITARRE R, Algeab BN E DR LA
EHTHRARD,

21.2. BREERE [P-2.1.2])
- FEGHEBE L. TNTEhOMERE. ZERE. TREEEBRITRT,

213. RHRDEEAEETEROMBE [P-2.1.3., P-214.)
- E7f stage HETBLHY T T IL—TORREFNTNITH T DIEELEBBRET DT REBRITTT,
- TNM 23 AL5154 (3 UICC MERLRFIAWT WD EDERWSHEREET 5,

2.14. BR/EERKX [P-216]
- BR/ASERABIUVUZORHIZONT, ERISEERT S, choDREIFEBR A FHR CEIEELAFHME.
BREAGEEFIVRRAUMNTEIGEDOZLMEEHIT S8 EE5,

2.15. FREF/FIHRF [P-2.1.7]
- NREBETHOLN TS T EEF (prognostic factor) X2, BREAOEHIZDULNTD FBIEF (predictive factor) A
HNIXEET S,

2.1.6. WREERIROER [P-2.1.8.]
- BRI R LD stage DEFELZDERKREFFLIRL ., 31.DEHEIREICHIGSE TIEEZORRELTI=A ? |
MHIBDESIZEREAT D, [REIELTHAFEL stage 10 E . BIIMED/INTA—FZKEEET DR FICDOLTHE
LEBAT %, —fRHICALON TLSIREIZ DV TOHRBIFFE,

22. HRITHTHRERR [P-22]
- REMICH T EEF R DIZEERE (state of the art) NEIL SN TE-E-5FBEMERL . IRTED "state of
the art” D AEHMAH. B;U%@%ﬁ@%iﬁ(iﬁbﬁ%@&@ﬁ;ﬂ T —2) IZDWTERBAT 5,
BB T ARERBEENICE T ARERBENELLGEICE. TNoZRAIL RELGLEEZ ST TRl

EECE
- BREBESEBOESTAICLLERHBRTHIEE . TNTIOEF I TABICEED T TRER T 52
AEELLY,

- BREBRBENELSNTOERWMEREZDEZHAREL. BEZETLAVLGN TOWSRENMAINETRT B,

- [FEAEDRRIZEV T RERBENEILINDICE - -5 BEDHRE (key trialls)) 5T THD. €
DL key tria(IZDNTICTHERT P AU OERENNE-TEMDT—2 (HE) R T 5. HHD key
trials A HEFIERICLTIRTT 5 &,

C AEDOTEDHELT RERRICETAREMDT —FBIRTTHIE,

JCOG OVt =a7JL verl 2. 1



PCXXXX verX.X

2.3. HERAREREDIRAL
231. FRBROREAR [P-234]

- ABRABERE DIRBLZDONTIRAS, [REIEL TIZAE AR (BF) (CRET S0 Ed 2.2.121T7L . SBRARE (B ICF
I BHRHEE 23012175,

- HREGARICEAL T, BEDR—L AV FEUL D AL DEKRARICE T2 A (£, BRE. EDEEALE)
DT—R%EIT B, Phase l DIFEITZDL D A EEEILT= phase | DT —4 . phase I DFZEIEZFDL D A
L% EHEL - phase | DT —2 %4 ZEEMIZEER T B, Phase Il DEHDEEL DA D515 5D phase 11 TIXA
BLOAVBIZRET 5, EHROMELZRRITHLERBATIRRTSHIE,

- REAERICETAAENREMT 2 (—RNEEHLEELAETER) P HEARICI>TTFESNEE
ERBIZOVNTERDBT 5, ZERIOFAKEDEES. BRIICHT2ELBH LA T —2L. StAKETTH
INHBHEOEIE T —2ERAIL TR T S,

- TAR—ILARICEFNIEFINHBARISH L TEBEETRESNTOSHEN (EEICEEN TS D
ESHM)IZONWTEREHT 5, BEFZLABINTIVELTEH, BEZETHEASNTVWSIEEHE | FHAIKR
NoENIK. ZDEEEHTHIL,

- FARI—ILERICHNDER (FEEl ZDMERERLEELESD)

CBROEF)TAICKEEZMEBENRBRABRTHIEE. TNTNDEFTA(BICEEZ ST TRBTHIL
MEELLY,

- JCOG %° JCOG LS DJ IL—T T, RERER DGR EE 52 5D LG HBNGE. EffiSh TS
BEIZIX. FORBETLRT S,

232 FEEEBREBBRABERDIRY-REIT4IMIZVRADEESD
- ZOTIREAEBRGAEDN. 1ZHE BB ELE R T toxic new TH A, less toxic new THAEINET —2ELIZERRIITR
T BRRBRETOERX. 244 K BRODEZE TG T 5.
- BHMRBROGEFRBRAERDO T A)YrDKRES ELHHABRDIGE (EHBREEBEDA)YMIDVTEESH
EER

2.33. tkiak [P-235])
© HEEBICHLTIOR— VAR TRICFEINSHAE (st line DIRERDIZA. 2nd line ELTFHESH
BE)E. IVRRAUMNIRT 5 BOBERELLICHRRD,
- BEEZRDIEDISEL. BE/BREICLSPIEDBELTE., PIERISFIEHONTITHONDABENLIELIEE
B, TNENDIGEDFIEEZDOEARIIOVNTIRRS,
- BABEHELLRWMES. 35158 TNTADRIUERRS,

24. HBRTHAY
24.1. FHEIShTULSE NEERT Y2 (E 1HEEROES) [P-241]
* Phase Il DI5E . T NDAERT positive WIER N FONTIHEICFESNTUNVS phase 1l [THTH R FBEEDAE
(FEHE;5888) A0 primary endpoint 72 E D RERIEIZE R T,
* Phase Il DIFEIFEIERE,

242. TUFRAULDORTERY [P-24.2]
C IVRRAVEDEBRERIUZDNTEEE T 5, 152, Phase Il TRAEFEIREILIINE primary endpoint (23 5154
X°. phase Il TEHEIEGLISVE primary endpoint [CT BI5E (X, T DR UMZHRAT HI L, - HFHGT R
RAVRERAWDBEIZIE. FOERICOVTHEHRAT B,

243. ERERRIRER [P-24.3.)

- BRPRAIRER S HIBTIRAEZBARE T 5. 5 1l HRBRDIZSE . ElMERBRN LS HRBRN DX AIZAZEL. FESHE
RERDIGETIELHTOHIEITICED R LM (] FHEAER, S EABEATEELE DB LN D HERA
BEOA) YN Ei RS,

S0ELf) Phase I (BB DISE)

KEABRDF-HMARRERILIHERAE (OOEL) HOLAEFHRMAZEERE (X x FE) #EITHLTLEE

JCOG OVt =a7JL verl 2. 2



PCXXXX verX.X

%0 ITHY . COREBEASREESNT=15E . OOBEEFYERTBRALHIMT 5,

244. XHBROER [P-26]
- RAEBREITIZEICKVEONIMEDEEMEZFRT HEBETHRIFNICRRT 5, Thhb. HEOBHEIC
T BN TIMMIBELTHRRBNEHML IS REEERT D,
- 4% phase 1l MIBE L. positive results DNELNT=FFD A2/ =1FH T negative results IZ#&HoT-&RIZ
YEEGHMRLGYB/LHIEEIRIEHKICFERTHIL,

IBERFIRE [P-4.1]

- UTOIEBICOWT., D BFOHRENBRTELF SN DBAELRTEZAVLTRRT 5,

- REBROBR. BEEOFEMNENREINIZIGRICEDARBEEERT AN ZELALGEIRNRERERET
5E D AN EHEFRZE (inclusion criteria) TéhY . —A%{E ATEETE (generalizability) [ZE8E T 5,

- —AEERETRINSFRERERICIZET S0, RERICHAANSZENREMTHEULD R TRELE
it - LM OFHAICHEE RIFTLHESNDIARERN T IEGEHTET 5L D H BRI RZE (exclusion
criteria) T#h 5, AT+ TIEF—RRMERNRED LR I A E G EMNICEEL RN RE TR .

- [~ZBRUEWVSHEETH-TH, RFEICEHL D EREH I LEEIREIZSER T 2 (Fl: EBEEFFSGE LR
SRSV B 1S E I SERFREIZE ) .

- AIEEGRYBRBRMNLGRFETANVSIE [~EBhND ) T~ LHlEEnd ], TRBIEL TIGE XA,

C BREHIZIE NSO BEEFTS,

- ZBREEROBSICIE—REFEERE, —REFERRELZDTTCERRT 5,

FCE)
1) &REB (A AFE) :Disease
- HAEEN D TFEMEN Y T TEHET HIHEEIEBHRET 5,
- FREER (HRREER) - D FEMFEM) 2 OB BLHFBTINSIFE-BADREZHET 5,
SEH) BIRERENSDRNREERICTHREBFMIZIREEEZEIN TS,
2) REDILHLY -F2E : Extent of disease
- BRRREAGEE R T B,
- EETDFECERA(VIBRMEOREBZEHOES. BRRZEOHEAREHHELE)
- EREZWIZE D staging DIHE ., FBRSNAHREAEWBI:CT F1=1F MRD) PREBDHFAHE(THITH
EL. FFFICERERMICETI N DERATREMZEZBL TRET b,
3) El7:Age
- OBULE. OBRUT (BEREFOFERTHRET b, OBRME TR,
HFICEBENEOMERICIE 20 RERBIEIFRICEDT . FEHD LBELHRET S,
4) PS:Performance status
- ECOG performance status score ZFRALNTIRET S,
5) fRZEDEHMETHEM : Measurability
CBERREREDEEDANS LUV ZDEERTHAMEICHET 5,
RERRERE DB BEZMHEVMEEILZEDEHET %,
6) HEIABEEDIRE :Prior treatment
CREOMRELDINAITH T DRABEDRELZON. BREEREELTOMDONAITHT HEBELESOHR
ETHLIDIZREICR AL TEEEHT S,
FLE) DD ATEICK T HABLEH TILEREE. BEHRAE. WT M OBEELALY,
7 BRfEEE - & E(ZRET AHIBREEIE : Prior or concomitant disease (W ELIHE)
8) BHRZEE-FRAEEIZEET BHIBRZEIE : Prior or concomitant treatment (A E7I5E)
- HERTRVLDONSERIEDHEEERNHLNTOSERINHY . HAERICKYFHINIBEETEENE
ERbDTHAHGE . RIMRETHGERRELLTHIREEZLHT 5,
9) f@atdaE (BRERAREE) : Laboratory tests
AL HEDLT UL 2T UT ST THRET S,
- AIREA PRI MEER B EEE DS | LWV o =Bk TIH AL, #EHETRE T 5,
10) FRERSMIZDOVWTEERANLXETREIFESON TS : Written informed consent

JCOG OVt =a7JL verl 2. 3



PCXXXX verX.X

HE

4.1. FOba—)LikE [P-6.1.])
- BEIERDOL D AU BEHDES ) TAIZEKBBRBEL AV DGE . [0 a—LARIOEELZHAREICITS, %
BBREOXAZAEIZERT S,
SAREEREOIBREALGEDERIFaVETMNIFFE,
7/9 LAESHEETILEE A E2RABRORBRTIXES UTARIZ NRELED T TENENER TS
SEMI 15T LIEEERDIES
411, REBRBREFEAR)
412, HEGREREEBEH)

ECE 2. EFRAERDRBRDIGA
413, fTATEERSHRAEE
414. F

4.15. fERILEEE

42. JOba—)LARSETHRE [P-6.2.1]
- TAR—IVAERSE T EAFET EE (O—REOMRYE. FHORAMELE) EiLikd 5,

- AEREEDGA (X, ROON-O—RABTTOPI—ILERZ DD, BEEFBHDETHEITEDHEFERFEIC
5,

- JAka—)LAERPIERESABRERREL, RAELTIAVETHMIEIERHEARAETHAMN, TURRAUMNIE
I EARS (Time—to—treatment—failure) Z S LIHE O EBHDESR T 11Z&BBED sequential [(ZIThN 515
AL, TOra— LARPILRESARERRENEELEZONDGEICIE,. TOMa—/LAERFILRE
PRBREFEREZELHLTHELY,

SCOE 1
{EEMETHREE 2 0—RE, FNITEIEHmGEMMEREEE 20— AN T L-BEE 70— ILAERTET &
EET D

FCE 2:

AHEBRTIIAIERECZALEVRY TObo—)LARIT#ESN S0, TOra—ILBEE T (F730,

53N RYIE DA LEHIFERE [P-8.25.)

- HRHFEORH(Oa—RE, Oa—RETH, T7OR—LAERKRTHRORB %) Zitihd 5,
- EMEDES) T4 (BEER CT. MIER CT. Mlh X 25, MEDLOEHBEFEMBEREIZLEDLSIZER) EHIER

#,
- HRHEZETHOLEOHBR TIEIARHEBR TIERHIE XITHhEL | £FLit,
- BERENIROFHEEZITHEVNGEETY, BEBAFRREI VN RAUMIEUHEICE, BEOHIERA
ZEEHI D
SEEMI:

ShEHITE (XMER CT BLUREES CT ZALTITS . I RHIERHIL 2 0—RET 4 BEE LV 4 0—RET
4 BRI,

6.IURRAUMEHEAEHNBR

6.1. TVFRAVk [P-113]
- primary endpoint & secondary endpoint(s)ZBHEC,
- AFRBIVRRAVNERVWSIBEICIIERERLRT H, — BB IURRAUMIDVWTIEERDEBIET
=,
AV T CIREERGAET A EOTRIEEEBLTEWD, TURRAV A, THAVIIK T D ERRIG BT A
BEIETMERERE CTRELTHRETH D, BHE. BHREIVRRAV b, THAUOEAVDEEIZIE. f#

JCOG OVt =a7JL verl 2. 4



PCXXXX verX.X

HAEERLRT D,

6.2. BRMELTEEN [P-243.4%]
- FIMARER (EHMEER) ZEAEBOAFERFRLTOHTEE O FEFIECEFHRPRELZE) 2D
RHL, BRERMIICERA HHEMDE, BEKE (o) REH(1-8) . EEHARM. BEEAR,
- FIMAEHER GELMHER) ZEABEBOAFERFBAFOHTEE O FEFEECEFHRPRELZE) 2D
B, ELHEI—DUDRESEZ ORI, HEKE (o) BHEAO-6) ., ZE52AR. BHEAR,
- FIHEHR: BFESEECRESMEE. o, BF
FEEHHEFESHRIBOME

6.3. BMIEHERF [P-52]
- IUE LB EITIG A OETRERF

6.4. PfEfEMT
- FIHERER. RUSUF LIEE THEBROIGE. PRFBHTORMES JURKHICOWTEET 5,
- HEOFE IHRHRD 2 KT H A2 THAIHSE. st stage decision] [CDWNVTHECEH TS

1RERERAA [P-244])

- FHEBFRBORAARVTFEEZFRHAFADEFZRAH

- RAIELTR—REICETHBED JCOG HERTODEREMICE D ZLTHT—EHREE . SMiEHR
D FREEEE R OCFMPIBENOHEELIERERLRT D,

- FUR LMEEBROZEE L. FRSNIRERGFESIC OV THRERT 5. BEICAKROFMRICHL TITHN T
WBIEEIE, EDT—4E5ELT D, ZETHT —HHMLNMER(E, 50%E RAATHELT B,

8.ZDthFLEIE

- LUTOHEBICRYT 5. BRICEDRT S,

- RIBHR R RIBERRZEHEITOMRICENTIL, HENAFEORIBZET O (B ZEHOEEE.
BEMDNTYFOTRRGLE) P RREBZMONVELGER, SLUDREZHEITIEEOMELZRRT S,

- BB HE/ NN R O o S E A0 B ER S s B

- HEE AV HBEARE

- BISHEERKEAVDZEEZTORKZLIIDOLT

- RIEBRRYTE, BREPRETEEZFELTVSISEICE. FOEHBIBLELLHIT I REDGEIFaVET
MRS FETICEREZIITTHELIENEELLY),

C ER)TAROMEEERE-TAEAIZIFES ) TA AR EFRIE L EEFILEH T 5,

0.

- AR RMOLHEMARARE  AHBROMEARE LRI OEFRERALE.
- BNNARREE-DNARRFRRE SRS ARAEDOEDR LD = DHRAFIFELIRES SR
(2D LS THRARAH LT DHARMAHN S LR ENSEST HMHEH THE

10.8Z3C#k

- Key trial EEIZDWNVTDSEXXHZEELE TS

- AVETMIRBIELT 10 R—=SLUNTH SN SEXBRIER—DHKITHIURLAL
- RAAJLIFEBREL T ICMJE @ uniform requirements [ZH€5

- http://www.nlm.nih.gov/bsd/uniform_requirements.html

JCOG OVt =a7JL verl 2. 5



	章構成と内容
	コンセプト事前相談（推奨）
	コンセプト審査依頼
	1. 目的 【P-1.】
	2. 背景と試験計画の根拠
	2.1. 対象
	2.1.1. 疫学 【P-2.1.1.】
	2.1.2. 臨床病理 【P-2.1.2.】
	2.1.3. 病期別の標準治療と予後の概略 【P-2.1.3.、P-2.1.4.】
	2.1.4. 再発/増悪形式 【P-2.1.6.】
	2.1.5. 予後因子/予測因子 【P-2.1.7.】
	2.1.6. 対象集団選択の根拠 【P-2.1.8.】

	2.2. 対象に対する標準治療 【P-2.2.】
	2.3. 試験治療設定の根拠
	2.3.1. 本試験の試験治療 【P-2.3.4.】
	2.3.2. 標準治療と試験治療のリスク・ベネフィットバランスのまとめ
	2.3.3. 後治療 【P-2.3.5.】

	2.4. 試験デザイン
	2.4.1. 計画されている第III相試験デザイン（第II相試験の場合） 【P-2.4.1.】
	2.4.2. エンドポイントの設定根拠 【P-2.4.2.】
	2.4.3. 臨床的仮説 【P-2.4.3.】
	2.4.4. 本試験の意義 【P-2.6.】


	3. 患者選択規準 【P-4.1.】
	4. 治療計画
	4.1. プロトコール治療 【P-6.1.】
	4.1.1. 標準治療群（A群）
	4.1.2. 試験治療群（B群）
	4.1.3. 術前化学放射線療法
	4.1.4. 手術
	4.1.5. 術後化学療法

	4.2. プロトコール治療完了規準 【P-6.2.1.】

	5. 効果判定の方法と判定規準 【P-8.2.5.】
	6. エンドポイントと統計学的考察
	6.1. エンドポイント 【P-11.3.】
	6.2. 登録数設定根拠 【P-2.4.3.後半】
	6.3. 割付調整因子 【P-5.2.】
	6.4. 中間解析

	7. 患者登録見込み 【P-2.4.4.】
	8. その他特記事項
	9. 研究班
	10. 参考文献

